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東京女子医科大学 先端生命医科学研究所 FATS 教授 村垣 善浩 / 特任講師 岡本 淳
横浜国立大学 大学院国際社会科学研究院 准教授 大沼 雅也
第2回　医療機器ビジネス入門・法規制概論（2016年7月4日（月））
公益財団法人医療機器センター 医療機器産業研究所 主任研究員 鈴木 孝司/主任研究員 橋本 季子
第3回　医療機器における知財・医療機器産業への参入のかたち（2016年7月8日（金））






『プロジェクトマネジメントの実際』　国士舘大学 理工学部　神野 誠（グル プー討論 実施）
第3回　（2016年9月16日（金））
『医療機器の知財戦略』　八田国際特許業務法人　久野 栄造
『薬事・保険を踏まえたビジネス戦略』　東レ株式会社 医薬・医療事業本部　舘 哲史（グル プー討論 実施）
プロジェクトの活動推進状況
先端工学外科学（FATS）の最新プロジェクト
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図4　EORTC QLQ-C30質問紙における術前術後6ヶ月後のQOL評価得点結果（A： 機能スケール、B： 症状スケール）
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A plot of probe on intra-op. MRI
Digitized localization of electrical
stimulation, recording of speech arrest
http://www.slicer.org
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我々はMRg-FUS（Magnetic resonance image 































Seizures and Invasive 
Meningiomas
It was demonstrated that seizures before 
surgery are observed in 29.2% of patients with 
supratentorial meningiomas with a wide range 
between individual series（from 12% to 76%）. 
The strongest predictor of their presence is 
peritumoral brain edema. The latter in cases of 
intracranial meningiomas may be caused by 
different factors and realized through various 
mechanisms, but invasive tumor growth with 
disappearance of the arachnoid layer and 
frequently associated pial blood supply of the 
tumor is one of the most consistently identified 
findings. Therefore, it is possible to suspect that 
there might be interrelationships between 
seizures and brain invasion（7）. In fact, such an 
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association was noted previously as collateral 
result of our prospective study directed on 
evaluation of the role of proton magnetic 
resonance spectroscopy（1H-MRS）in cases of 
intracrania l  meningiomas .  The protocol 
presumed collection of the multiple clinical, 
radiological, surgical, and histopathological 
variables, whereas subsequent univariate（but 
not multivariate）statistical analysis revealed 
significant association between invasive growth 
of the tumor macroscopically identified during 
surgery and presence of seizures in the history 
of disease. More or less tight adhesion of the 
neoplasm to the pia mater or brain tissue was 
nearly twice more frequent（82% vs. 42%; 
P=0.0308）in cases with symptomatic epilepsy, 
but their number was disproportionally small（11 
out of 100 cases）.
For detailed characterization of this finding 
an additional assessment of our data was done, 
which was limited to newly diagnosed convexity 
and parasagittal meningiomas（49 cases）. 
Epileptic seizures before surgery were noted in 
9 patients（18%）, and their presence was 
positively associated with the size（P=0.0271）
and macroscopically invasive growth（P=0.0316）
of the tumor（Fig. 7）. Presence of seizures 
demonstrated 0.89 positive predictive value for 
pial or brain invasion by the neoplasm. Owed to 
the evident limitations of our study（post hoc 
analysis of the limited number of cases）, the 
obtained results certainly require further 
validation in carefully planned prospective 
investigations with detailed consideration of 
other factors, including lesion location above the 
cerebral convexity. Nevertheless, it seems quite 
possible that presence of symptomatic epilepsy 
in patients with supratentorial meningiomas 
might be predictive for invasive tumor growth, 
which may have important surgical and 
prognostic implications（7）.
図7　 Interrelationships between size of meningioma, macroscopically invasive growth, and 
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Retrospective Multicenter 
Study on Results of Gamma 
Knife Surgery for Uveal 
Melanoma in Europe
Gamma Knife Surgery（GKS）is widely applied 
for management of uveal melanoma, however 
results of such treatment are general ly 
remained either obscured, or limited to analysis 
of small clinical series from the individual 
institutions. Therefore, in 2015 European 
Gamma Knife Society（EGKS）had initiated 
dedicated Retrospective Multicenter Study
（principal investigators: Mikhail Chernov, 
Tokyo; Pavel Ivanov, St. Petersburg）. It was 
p lanned to co l lect  the var ious data（62 
investigated variables）on individual patients, 
who underwent GKS for uveal melanoma in 
Europe and create the integrated database for 
further statistical analysis. There are 4 primary 
end-points（patient survival after GKS; local 
tumor control after GKS; eye retention rate 
after GKS; radiosurgery-related morbidity）and 
3 secondary end-points（tumor response to GKS; 
preservation of the visual function on the 
affected eye after GKS; incidence of regional and 
distant metastatic disease after GKS）. The 
updated results of the study were presented 
during annual EGKS meetings held in Marseille, 
France（November 2015）and Hamburg , 
Germany（November 2016）. Overall, 8 European 
Gamma Knife centers（Bucharest, Florence, 
Istanbul, Moscow, Prague, St. Petersburg, 
Sheffield, Zurich）did provide their date for the 
study, which permitted to collect 349 clinical 
cases. Preliminary analysis revealed that GKS is 
rather effective for management of uveal 
melanoma at early stage of disease（I or II）and 
provides acceptable rates of local tumor control
（9 8%）,  e y e  r e t e n t i o n（95%）,  d i s t a n t 
metastazing-free survival（90%）, and overall 
survival（89% at 5 years）. However, treatment- 
and or disease-related morbidity during follow-
up is high（67%）, and there is 40% risk to loose 
serviceable vision on the affected eye after 
irradiation. Final results of this study will be 
presented during Congress of the International 
Stereotactic Radiosurgery Society（ISRS）in 
Montreux, Switzerland（May 28 - June 1, 2017）.
Volume of the Progress in 
Neurological Surgery 
“Contemporary Management of 
Intracranial Gliomas”（KARGER）
The main intent of  th is internat ional 
publication project, which was initiated at the 
end of 2013, is to provide a comprehensive 
review of currently available management 
options for intracranial gliomas, including both 
standard and more or less experimental 
strategies, and to highlight future developments 
anticipated for therapeutic possibilities. The 
volume（Fig. 8）will contain 44 chapters 
dedicated to various therapeutic modalities, 
which are written by the well-known experts 
from Japan, North America, and Europe. By this 
time 43 out of 44 fully edited chapters are 
already submitted to the Publisher and it is 
expected that the first part of the book will 
appear in spring 2017.
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ている（2016年度実績：Dr. A.G.Erdman, University 
of Minnesota, The Medical Device Centre, Dr. N. 
Hata, Harvard Medical School, Dr. F. Ikeno, 









































Picture Archiving Communication 
System： PACSへの実装による
術中意思決定支援
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